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(e) Where an accounting is required
under paragraph (d) of this section, the
Food and Drug Administration shall:

(1) Record the name and address of
the person or agency to whom the dis-
closure is made and the date, nature,
and purpose of the disclosure. The ac-
counting shall not be considered a Pri-
vacy Act Record System.

(2) Retain the accounting for 5 years
or for the life of the record, whichever
is longer, following the disclosure.

(3) Notify those recipients listed in
the accounting of amendments or dis-
putes concerning the records pre-
viously disclosed to them pursuant to
§ 21.51(d)(3), § 21.53(c), or § 21.54(c).

(4) Except when the record is exempt
from individual access and contest
under § 21.61 or to the extent that the
accounting describes a transfer for a
law enforcement purpose pursuant to
paragraph (a)(7) of this section, make
the accounting available to the indi-
vidual to whom the record pertains, in
accordance with procedures of subpart
D of this part.

(f) A single accounting may be used
to cover disclosure(s) that consist of a
continuing dialogue between two agen-
cies over a prolonged period, such as
discussion of an enforcement action be-
tween the Food and Drug Administra-
tion and the Department of Justice. In
such cases, a general notation may be
made that, as of a certain date, con-
tract was initiated, to continue until
resolution of the matter.

[42 FR 15626, Mar. 22, 1977, as amended at 50
FR 52278, Dec. 23, 1985; 54 FR 9038, Mar. 3,
1989]

§ 21.72 Individual consent to disclo-
sure of records to other persons.

(a) Individuals may consent to disclo-
sure of records about themselves to
other persons in several ways, for ex-
ample:

(1) An individual may give consent at
the time that the information is col-
lected for disclosure for specific pur-
poses or to specific persons.

(2) An individual may give consent
for disclosure of his records to a spe-
cific person.

(3) An individual may request the
Food and Drug Administration to tran-
scribe a specific record for submission
to another person.

(b) In each case the consent shall be
in writing and shall specify the individ-
ual, organizational unit, or class of in-
dividuals or organizational units to
whom the record may be disclosed,
which record may be disclosed, and, if
applicable, for what time period. A
blanket consent to release all of an in-
dividual’s records to unspecified indi-
viduals or organizational units will not
be honored. Verification of the identity
of the individual and, where applicable,
of the person to whom the record is to
be disclosed shall be made in accord-
ance with § 21.44. Consent documents
shall be retained for a period of at least
2 years. If such documents are used as
a means of accounting for the disclo-
sure, they shall be retained as provided
in § 21.71(e)(2).

§ 21.73 Accuracy, completeness, timeli-
ness, and relevance of records dis-
closed from Privacy Act Record
Systems.

(a) The Food and Drug Administra-
tion shall make reasonable efforts to
assure that a record about an individ-
ual in a Privacy Act Record System is
accurate, relevant to a Food and Drug
Administration purpose, timely, and
complete before such record is dis-
closed under § 21.71.

(b) Paragraph (a) of this section shall
not apply to disclosures that are re-
quired under part 20 of this chapter
(the public information regulations) or
made to other Federal Government de-
partments and agencies. Where appro-
priate, the letter disclosing the infor-
mation shall indicate that the Food
and Drug Administration has not re-
viewed the record to assure that it is
accurate, relevant, timely, and com-
plete.

§ 21.74 Providing notice that a record
is disputed.

Whenever an individual has filed a
statement of disagreement with the
Food and Drug Administration con-
cerning a refusal to amend a record
under § 21.51(a)(2) or with another agen-
cy that provides the record to the Food
and Drug Administration, the Food and
Drug Administration shall in any sub-
sequent disclosure under this subpart
provide a copy of the statement of dis-
agreement and a concise statement by
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the agency, if one has been prepared, of
the reasons for not making the amend-
ment(s) requested.

§ 21.75 Rights of legal guardians.
For the purposes of this part, the par-

ent of any individual who is a minor or
the legal guardian of any individual
who has been declared to be incom-
petent due to physical or mental inca-
pacity or age by a court of competent
jurisdiction may act on behalf of the
individual.
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Subpart A—General Provisions

§ 25.1 Purpose.

The National Environmental Policy
Act of 1969 (NEPA), as amended, directs
that, to the fullest extent possible, the
policies, regulations, and public laws of
the United States shall be interpreted
and administered in accordance with
the policies set forth in NEPA. All
agencies of the Federal Government
shall comply with the procedures in
section 102(2) of NEPA except where
compliance would be inconsistent with
other statutory requirements. The reg-
ulations in this part implement section
102(2) of NEPA in a manner that is con-
sistent with FDA’s authority under the
Federal Food, Drug, and Cosmetic Act
and the Public Health Service Act.
This part also supplements the regula-
tions for implementing the procedural
provisions of NEPA that were pub-
lished by the Council on Environ-
mental Quality (CEQ) in 40 CFR parts
1500 through 1508 and the procedures in-
cluded in the ‘‘HHS General Adminis-
tration Manual, part 30: Environmental
Protection’’ (45 FR 76519 to 76534, No-
vember 19, 1980).

§ 25.5 Terminology.

(a) Definitions that apply to the
terms used in this part are set forth in
the CEQ regulations under 40 CFR part
1508. The terms and the sections of 40
CFR part 1508 in which they are defined
follow:

(1) Categorical exclusion (40 CFR
1508.4).

(2) Cooperating agency (40 CFR
1508.5).

(3) Cumulative impact (40 CFR
1508.7).

(4) Effects (40 CFR 1508.8).
(5) Environmental assessment (EA)

(40 CFR 1508.9).
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